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fwrr*t) 

Wi/fj/lW 

Tit fawff, 1 1 TTTspY, 1990 

20 (w) . --"vMs.7 /f wsr *wwr fow, 

1 y45 qn r/ir mite t te Mifawr Nwi tt wi 

MWy 3TP 9.*ntTC RTWI Ttfcf-WT, 1940 ( 1940 ^ 23) 

srr sm 12 /It ht 1 ! :ut wir ttTswmtt, ww 9> wror, 
^ 2. & 3, (0» ^ 4 ^ f ' 1995 

if VTP7T TyrqrrL if ^PF^f aCfT TfaVTT 1 f7^ I TT u T WT'T'T 
fwrjf) q;r hishjw *L *r.*rr.h- i j7(^), 21 

199 5 SlTT SffiifaPT Pr^T W f 3 ^ ^ 

H fjjrpir -o^rif smfrq zYq Yl *r*rmr Y ^rac *T. ^ 
tt "^M^f *<V TTfqqt Jli'HT *F "3 T T'H*3 ^ ^ 

tft, hr: t*T it wfv Rfr wri t l H ^ ^ 

ifft V 1 

sftr ^ : t vnn^ *rr vTfayf is->ys 7 t;r ^mt vf 

*r£ m; 

aftv ^T tj FT t Y Tflf fcWR T TT % 5_ PT 

a-TT^fTf JTf 5jri®f FT I 7 ™ 


*ff:« W, fr#PT H^TFP\ T’TT srfai'TT*r Yt rtfT\ 12 ST^ 
STFT 13 SFT ITPT WpFHflff «R TTTH ^T ^ r, aftqflf 
^TT^TT «ftt it TOf % S^TfST aft 7- HHTflT fpnT, 

1945 ^r ir fn rr fH^rPTf^T s, 

TTT'rn-: — 

1. (1) w ?rr hRft httf -rftqfy arV thtjh nrT-Ji 

(TTHH ffjff£TH) f^rq-JT, 1 9 9 5 ^1 

( 2) $ if snrrHT q;r *rt Pf?r i 

2 . Sflqfir aftr WtH HTfTift fHTR", 19 15 (flfT THT ^ 

hh [htr- qqrr nnr 5 r) $■ f?urq 95 it,— 

^r) ttftth (1) *r, "ftr^I'TT h^f ^ Jl ?p;r if q-f^rrfT 
n qr ftftiTRr *Pt ^q[q«rpr h ort^fy if fqfqHtH 
HT fTT^T 3 tK TT% ^‘Nf qrt’iri qq 
yp'F Tir fa*T i »r^=rr w^t PTi if^ 

(^r) TTfqqq (2) it, “mPfT qp H^qr £" w^f if 
q^qrq “nr WWt.' qfr TTf^fq ^ w afaftr % 
ftrfwpr, ft ?‘f qr «i* r t ^Vt 

qy HHntqyrfr tt f-ri^ t nunr HFrTyrPrq 

ftfTi irfrrit, 
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lj4. nT.wr.br. 102, (n), nnbsr 22-f7-812 
j5- nr.WT.br. 510 (*T), nfafa 26-7*82 
j 6. nr, wr.fr. 13 (sr^wfafar 26-7-82 
\l- nT.WT.fa 318 (Wf), 1*5*84 

| 6 t nT.WT.fr. 331 (n), nfafar S-5-8 4 
TTT . *fvT. fr . 4 60 (n), TT^US' 2 0- G- 8 4 
nr.WT.br. 437 (IT), flP>* 2*7-84 
nT.wri.br. «9 (*r), nfatar ig- 2-85 
WT. 5i.T fr. 788 (tf), rfab? 10-10-85 
nr.WT.bf. 17 (WT), 7-1*86 

2 | 4 - nr.jfrr.br uum ( 3 ),mrtar 295-86 
m sfrr.br. loeo (n^mfbw 5-9-86 
m.WT fa. 1115 (n),nr r bT 30 - 9 -S 6 
TT.JfT.br. 71 (*r) t nfar* 30-1-87 
s. nT.wrr.br. 570 (tr), nrwbi 12 * 6-87 

TT. SfTT.br. 626 (n), nfafa 2-7-87 
TT.JfTT.br. 792 (ffbTTfp* 17-9-87 
TT.5fTT.br , 3 71, 14-3-88 

nT.WT.br. 7 5 (*0 , nbV 2-6-8 8 
TT.TT.br. 675 (sr) T nFRT 2-6-88 

TT.TT.fT. 676 (tf), nrm 2-6-88 

nr.WT.br. 677 (W), FIT^ 2-6-88 

JTT3T.br. 681 (IT), 6-6-83 
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jrr.Tr.br. 

40. JfT 3 T.br. 
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6 3. nr 3r. fa. 

6 4. *TT. WT. fa. 
65. nT.WT.br. 
6 6 “TT . wr, br. 
67. rrr.JFT.br. 
68 nr wr.fn. 

69. JTT.JFT.bT. 
7(). JTT.4TT.br 

71. JTT . WT br. 

72. Jn.rrr.br 

73 . vTT3r.br. 
74 nr. wr v br. 
75 . nr.wr.br. 

Jn.wrr.br. 
nr.TT.br. 
7«. Jn wrr.br. 
79 . nr.wn br. 
nr ^T.br 
nT 3 T.br 
8 2 ' nr.wvr.br. 
«.i nr, 3 m. fn. 
8 4 . nT 3 n.br. 
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784 '(jsr), ni^ 28 - 8-89 
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73 i (n), nr/br 23-8-90 
8 65 (n), nrfrer 25-10-90 
11 (n) ? nTft^- 7 - 1-9 1 
223 (tr), 1 9-4-91 

24 6 (*r), n \ y)u 1-5-01 
301 (^),nr?vw 7-6-91 
302 (n) f nnrbw 2 .-7*91 
491 (n), nrbrvr 25-7-91 
495 (n), mfRsr 25-7-9 1 

532 (n), JTPta 14 - 8 - 9 ] 
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€26 (w) f nrrivT 14-10-91 
€68 (n), cfTfi’W 7-1 1-91 
7 3(7 {q), nfm, 1^.12-91 
59 (n) ; ?rrfb 3 r 22-1-92 
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445 (*r) # nr^tT 30-4-92 
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663 (W), n^t^T 3-7-92 
723 (n), nr^fvr 11-8-92 
796 (n), nrfr^ 1-10-92 
877 (n), nrrivgr 17-11-92 
904 (tr), nr^tvr 2-12*92 
923 (n), 14-12-92 

27 (w), nrn^ 22-1-93 (v^bjw) 
2 8 (n) r mfW 22-1-93 
36 (n), nr-tb* 26*2-93 
296 (n), 24-3-93 

373 (ir), Tm 13 - 4-93 (nbm) 

374 (n).nrf.nr 13 - 4-43 (°]fm) 
447 (n), npbsr 10 - 6-93 (nbrnr) 
653 (n), nrfivj 19 - 10-93 

673 (nbn^bnr 27 - 10-93 
103 (n), npbf 22 - 2-94 
109 (n), nbbw 22 - 2-9 1 
370 (n), ni^.-T 7 - 4-91 
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615 (n), 9-8-94 
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Ministry of health ani> family welfare 

(Department of Health! 

NOTIFICATION 

New Delhi, the 11th 1 January, 1996 

/ - » 

h.S.R. 20(E).—Whereas a draft of certain rules further 
o ! amend the Drug$ anti Ctosmeticsi Rules, 1945 was publish¬ 
ed! as loquired by Sections 12 and 33 of the Drugs and 
"ctametics Act, 1940 (2? of 1940), in the Gazette of India. 
;*kraordinary Part II, Section; 3 vy Sub-pectW (i), dated the 
J4ih February, 1995 under the notification of the Govern- 
oi*nt of India in the Ministry of Health and Family Welfare 
(Department of Health) No. GSR 97(E) dated the 24th 
February, 1995 inviting objections and suggestions from all 
persons likely to be affected thereby, before the expiry of 
ii?[ty days from the date on which the copies of the Official 
Gazette containing the sad notification were made availablr 
to; the public; 

And whereas copies of the said Gazette were made avail¬ 
able to the public on the 15-3-1995; 

And whereas the objections and suggest 5 ons received from 
(the public on the said draft rules have been considered by 
Uje Central Government; 

Now, therefore, in exercise of the powers conferred by 
the Sections 12 and 33 of the said Act, the Central Govern¬ 
ment, after consultation with the Drugs Technical Advisory 
ft<j>ard, hereby makes the following rules further to amend 
Lhe Drugs and Cosmetics Rules, 1945, namely ;— 

1. (1) These rules may be called the Drugs and Cosmetics 
' Ifst Amendment) Rules, 1995. 

(2) They shall come into force on the date of their pub¬ 
lication in the Official Gazette. 

2. In the Drugs and Cosmetic? Rules, 1945, (hereinafter 
| referred to as the principal rules) in rule 85,— 

(a) te rule (1), after the words “to which it relates”, 
the words “or direct the licensee to stop manufac¬ 
ture, sale or distribution of the said drugs and the 
stock thereof in the presence of an Inspector" shall 
be inserted; 


(b) in sub-rule (2), after the words “to which it relates'*, 
the words “or direct the licensee to stop manufac¬ 
ture, sale or distribution of the said drugs and the 
stocks thereof in the presence of an Inspector*’ 
shall be inserted. 


I 3. In rule 122-0 of the principal rules, in siib-rgje (1), 
ajfter the words “to which it relates", the words “or direct 
the licensee to stop collection, storage, processing, manufac- 
irue and distribution of the said substances and 1 stocks there¬ 
of in the presence of an Inspector” shall be inserted. 

[No. X.-11014/20/94-DM S& PFA] 


Note : TheDrugs and Cosmetics Ruldsi 1945 as amended 
upto J-5-J979 is contained in the publication of (he 
Minister of Health and Family Welfare (Depart¬ 
ment of Health) containing the Drim and Cosmetics 
Act and the Rules 1PDGHS-61). Subsequently the 
said rules have 1 ten amended by the following 
notifications publis jed In part TI, Section 3, Sub¬ 
section (i) of the Gazette of India, namely :— 

1. G.S.R. 1241, dated 6-10-1979 

2. G.S.R. 1242, dated 6 10-1979 . 

3. G.S.R. 1243, dated 6 10-1979 

4. G.S.R. 1281, dated 11404979 

5. G.S.R. 430, dated 19 04-1980 

6 . G.S.R. 779, dated 26-07-1980 

7. G.S.R. 540(E), dated 22-0949ft0 

8 . G.S.R. 680(E), dated 5 12-1980 

9. G.S.R. 631(E), dated 5-12-1980 

10. G.S.R. 682(E), dated 5-12-1980 

11. G.S.R. 27(E), dated 17-01-1981 

12. G.S.R. 4?8(?E), dated 6-08-1981 

13. G.S.R. 62(E), dated 5-C2-19&Z 

14. G.S.R. 462(E),"dated 22-06-1982 

15. G.S.R. 51CKJE), dated 26-07-1982 

16. G.S.R. 13(E), dated 7> 4-1983 

17. G.S.R. 318(E), dated 1 05-1984 

18. G.S.R. 331(E), dated 8-0J-1984 

19. G.S.R. 460(E), dated 20-649fU 

20. G.S.R. 487(E), dated Z- CJM984 

21. G.S.R. 89(E), dated 1< 02-1985 

22 . G.S.R, 788(E). dated 104049R5 

23. G.S.R. 17(E), dated 7- 11-1986 

24. G.S.R. 1049(E), dated 29-08-1986 

25. G.S.R. 1060(E), dated 5-09-1986 

26. G.S.R. 1115(E). dated 10-094986 

27. G.S.R. 71(E), dated KM)14987 

28. G.S.R. 570(E), dated 12 06-1987 

29. G.S.R. 626(E), dated 2-07-1987 

30. G.S.R. 792(E), dated 17-09-1987 

31. G.S.R. 371(E), dated 24-03-1988 

32. G.S.R. 75(E), dated 2-06-1988 

33. G.S.R, 675(E), dated 2-06-1988 

34. G.S.R. 676(E), dated 2-06-1988 

35. G.S.R. 677(E), dated 2-06-1988 

36. G.S.R. 680(E)* dated 6-06-1988 

37. G.S.R. 735(E), dated 24^06-1988 

38. G.S.R. 813(E), dated 27-07-1988 

39. G.S.R. 944(E), dated 21-09-1988 Corrigendum 

40. G.S.R. 43(E), dated 204)1-1989 Corrigendum 
41 G.S.R. 44(E), dated 20-014989 Corrigendum 

42. G.S.R. 100(E), dated 14-02-1989 Corrigeudum 

43. G.S.R. 443(E), dated 12 04-1989 

44. G.S.R- 588(E), dated 2-064989 Cori igendum 

45. G.S.R. 691(E), dated 11-074989 

46. G.S.R. 784(E), dated 28-084989 

47. G.S.R. 16(E), dated 104-1990 

48. G.S.R. 731(E), dated 23-8-1990 

49. G.S.R. 865(E), dated 2540-1990 


SHAILAJA CHANDRA, Jt. Secy. 50. G.S.R. tl(E). dated 7-1-1991 
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-T. GS.K, 223(E), dated 19-4 1991 

52. G.S.R. 246(b), dated ) 05-1991 

53. G.S.R. 301(E), dated 7-6-1991 

54. G.S.R. 302(E), dated 7-6-1991 

55. G.S'.R. 491(E). dated 25-7-1991 

56. G.S.R. 495(E), dated 25-7-1991 

57. G.S.R. 532(E), dated 14-8-1991 

58. G.S.R. 626(E), dated 14-10-1991 

59. G.S.R. 668 (E), dated 7-11-1991 

60. G.S.R. 730(E), dated 10-12-1991 

61. G.S.R. 59(E), dated 22-1-1992 

62. G.S.R. 305(E), dated 4-3-1992 (Corrigendum) 

63. G.S.R. 445(E), dated 30-4-1992 

64. G.S.R. 597(E), dated 17-6 1992 

65. G.S.R. 663(F), dated 3-7-1992, 

66 . G.S.R. 723(E), dated 11-8-199?, 

67. G.S.R. 7.96(E). dated 1-10-1992 

68 . G.SR. 877(E), dated 17-11-1992 

69. G.S.R. 904(E), dated 2-12-1992 

70. G.S.R 923(E), dated 14-12-1992 

71. G.S.R. 27(E), dated 22-1-1993 (Corrigendum) 

72'. G.S.R, 28(E), dated 22-1-1993 

73. G.S.R. 86 (E). dated 26-2-1993 


[Pari 11—Stc, 3(i)] 

/•E G.S.R, 296(E), dated. 21-3-1993 

75. G.S.R. 373(h), dated 13-4-1993 (Coiugcndimi) 

76. G.S.R. 374(E), dated 13-4-1993 (Corrigendum) 

77. G.S.R. 447(E), dated 10-6-1993 Corrigendum) 

78. G.S.R. 658(E), dated 19-10-1993 

79. G.S.R. 673(E), dated 27-10-1993 

80. G.S.R. 108(E), dated 22-2-1994 

81. G.S.R. 109(h), dated 22-2-94 

82. G.S.R. 370(E), dated 7-4-94 

83. G.S.R. 466(E), dated 17-J-94 

84. G.S.R. 615(E), dated 9-8-94 

85. G.S.R. 659(E), dated 31-8-94 

86 . G.S.R. 676(E), dated 6-9-94 

87. G.S.R. 811(E), dated 14-11-94 

88 . G.S.R. 812(E), dated 14-11-94 

89. G.S.R. 850(E). dated 7-12-94 

90. G.S.R. 55(H), daled 7-2-1995 (Corrigendum) 

91. G.S.R. 59(E), dated 7-2-1995 

92. G.S.R. 93(E), dated 24-2-1995 

93. G.S.R. 495(E), dated 9-6-1995 

94. G.S.R. 496(E), dWd 9-6-199J 

95. G.S.R. 493(E), dated 9-6-1995 
G.S.R. 553(F). dated 20-7-1995. 
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